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= Examination gloves Latex LOYAL, powder-free
@ | REF: 210276 XS/S/M/L/XL
O
Q)
5" Disposable examination gloves, Latex, powder-free.
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all Key Features: \
» Elastic examination glove made of natural latex \ \
material with a very low content of latex proteins \ \ % TS
» Powder-free, ambidextrous latex glove with rolled '
rim and textured fingertips i
» The glove has a good fit and gives the user high - h
comfort (e N\ o
am Glove™ ponde
» Excellent grip \_axe*;——"‘ w
&\

» Inner chlorinated for easy donning

Recommendations for use:

> (A

Basic procedures  Basic cleaning
and wards

REF DESCRIPTION SIZE CODE ?_‘I’Eﬂg‘T';_'l' dgﬁgr‘fsgf/’;'r“tzn
210276 XS g tg;‘a[gi;‘:ﬁf’;ogm'%‘ﬁree ] 240 mm 100/1000
210276 S g tg:aL”aiY”:tLiy‘)gogm'/%";iree ] 240 mm 100/1000
210276 M ok LOVAL et e ] 240 mm 100/1000
210276 L L tg}faL”ai\’(‘/ftLif’go%'v%"eeff’ree ] 240 mm 100/1000
210276 XL Examination gloves, B 240 mm 90/900

Latex LOYAL, powder-free

Sales Unit: Transport Carton

Page 1 (3)

€ A81 90¢00c0¢ ‘UOISIaN



Technical Summary

U .
S Regulations
(- The product complies with legal requirements for medical devices.
O
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Q) The product covered by this data sheet does not contain any substances classified as
W REACH resulation: carcinogenic, mutagenic or toxic for reproduction (CMR), including any of the Substances
- g ’ of Very High Concern (SVHC) as listed in the latest available version of the Candidate List
D published by European Chemicals Agency (ECHA).
(¢)) Freedom of holes:
—t EN 455-1 AQL 1.5
Force at break (N): = 6.0 before ageing
EN 455-2 = 6.0 after ageing

Biological luation: Total quantity of powder residue: < 2 mg/glove
E,\'l°4g§'3ca evaluation: Cytotoxicity tested acc. to EN ISO 10993-5
Irritation and skin sensitization teste acc. to EN ISO 10993-10

Leachable proteins: In accordance with EN 455-3 using Modified Lowry Protein Assay

Compliance with legal

. Medical Devices Directive 93/42/EEC, Class |
requirements:

Compliance with product

standards: EN 455: 1 -4

Chemical resistance: EN 374-3, EN 16523-1

Food safety: Approved for food industry. Not recommended to use with = 3% acetic acid (vinegar).
Quality standards: EN ISO 13485

Label information and

. . EN ISO 15223-1 and EN 1041
packaging compliance:

Material

Product Part Raw Material & Characteristic

Palm Natural rubber latex, off-white, single wall thickness min. 0.08 mm
Finger Natural rubber latex, off-white, single wall thickness min. 0.08 mm
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Warnings and Recommendations
The product is single use. If reused, the performance of product may deteriorate and cross

contamination may occur.
Warni The product contains dithiocarbamates — not to be used in case of hypersensitivity to these
arnings:
substances.
The product contains natural latex which may cause allergic reactions including anaphy-
lactic shock.
Storage Recommenda- Recommended storage in clean, dry space in ambient temperature. Products should be
tion protected from direct sunlight, other intensive light sources and ozone

Disposal Recommenda- . . . .
Dispose in accordance with local regulations.
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Shelf Life
EN 455-4 5 Years
Packing Information
Package Material Size(LxWxH) mm
Single Pack N/A N/A
Dispenser Pack Cellulose, TCF quality 240 x 122 x 65 mm
Transport Carton Cellulose, TCF quality 340 x 249 x 250 mm
Packing Tape Transparent, PVC-free N/A
Barcodes
REF Single Pack Dispenser Transport Carton
6 "438129"354805 6 "'438129"554809
210276 S N/A H m ‘ ‘ ‘ ”
6 "'438129"354812 6 "438129"554816
6 "438129"354829 6 "438129"554823
6 438129354836 6 "438129"554830
6 "438129"354843 6 "438129"554847
ONEME OneMed Group Oy Postal address: P.0. Box 10 Telefon +358 20 786 6800 Domicile Helsinki
Address: Metsélantie 20 F1-00321 Helsinki, Finland www.onemed.com Business 1D 2039640-1
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